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S T, ENVIRONMENTAL PROTECTION AGENCY

2 ; WASHINGTON, D.C. 20460
OFFICE OF CHEMICAL SAFETY
3 AND POLLUTION PREVENTION
&f OFFICE OF PESTICIDE PROGRAMS
AL pROY REGISTRATION DIVISION (7505P)

DATE OUT: June 12, 2013

Action Code: 345
DP BARCODE No.: 412240 REG. No.: 88052-13 Decision No: 479392
Company Name: Horizon Valley Generics, Inc
Name of Product: “C668.2 FOR DOGS”

PC Code: 105402; 129121

FROM: William Herald, Microbiologist / Chemist, NEHA/REHS / Registered Sanitarian
Product Chemistry Team

Technical Review Branch/RD (7505P) W ¢ ( \q'() 3

TO: Linda DeLuise / Richard Gebken, RM-10
Insecticide Branch/ RD (7505P)

INTORDUCTION:

With a letter dated May 31, 2013 registrant has submitted an amended Basic CSF (dated 5/28/13) to support the
registration of the end use product, “C668.2 FOR DOGS”. Registrant desires to revise the CSF to add alternate suppliers
for the active ingredients by adding an addendum to the Basic CSF; this change to the Basic is intended to eliminate the
current alternate formulations, Alt. Nos. 1-3, Moreover, two sources of the active ingredient were updated to reflect
changes in the Reg. Nos. due to transfers to other companies. TRB has been asked to evaluate the said proposed alternate
formulation and determine its acceptability.

SUMMARY OF FINDINGS
. - and [
as the active ingredients with the product label claims of 9.8% and 8.8%
respectively.

2. The proposed Basic CSF formulation is filled out correctly and completely and is in compliance with PR Notice 91-2.
All of the inert ingredients present in the formulation have been approved by the Agency for non-food use only (A.
Debesai, 6/11/13).

3. The active and inert ingredients are in compliance with statutory parameters recited in Title 40 CFR § 158.350 (b) (2)
and (c).

4. The nominal concentrations of the active ingredients recited in the said amended Basic CSF formulation concurs with
the product label claims of nominal concentrations.

CONCLUSIONS:

1. The TRB has reviewed the proposed Basic CSF formulation (dated 5/28/13) and has determined it to be
acceptable.

2. The proposed Basic CSF (dated 5/28/13) supersedes the current Basic CSF and replaces the current Alt.
Nos. 1-3 CSF formulations.

W. J. Herald 2013
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*Confidential Statement of Formula may be entitled to confidential treatment*
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Form approved. OMB No. 2070-0060, 2070-0057, 2070-0107, 2070-0122, 2070-0164.

<EPA

United States
Environmental Protection Agency
Washington, DC 20460

Formulator's Exemption Statement

(40 CFR 152.85)
Applicant's Name and Address EPA File SymbolRegistration Number
Horizon Valley Generics, Inc. i
1201 Walnut Street, Suite 2900 Product Name
Kansas City, MO 64106 C668.2 for Dogs
Date of Confidential Statement of Formula (EPA Form 8570-4)
09/14/2012

As an authorized representative of the applicant for registration of the product identified above, | certify that:
(1) This product contains the following active ingredient(s):

Fipronil
S-Methoprene

(2) Ofthese, each aclive Ingredient listed in paragraph (4) is present solely as the result of the use of that active ingredient In the manufacturing,
formulation or repackaging another product which contains that active ingredient which is registered under FIFRA Section 3, I8 purchased by
us from another person and meets the requirements of 40 CFR section 158.50(e)(2) or (3).

(3) Indicate by checking (A) or (B) below which paragraph applies:
71 (A) An accurate Confidential Statement of Formula (EPA FORM 8570-4) for the above identified product is attached to this statement.

That formula statement indicates, by company name, registration number, and product name, the source of the active ingredient(s) listed In

paragraph (1).
OR

1 (B) The Confidential Statement of Formuta (CSF)(EPA Fommn 8570-4) referenced above and on file with the EPA is complete, current, an
accurate and containg the information required on the current CSF.

(4) The following active ingredients in this product qualify for the formulator's exemption.

Source

Active Ingredient

Fipronil
S-Methoprene
i —
Signature’] e Name and Title Date .
}(4’"" /)’\ /“é& Ann M. Tillman, Agent 9 /37 /I ?-’ .
EPA Form 8570-27 (Rev. 06-2004) Copy 1 »EPA e

Copy 2 - Applicant copy
*Product ingredient source information may be entitled to confidential
treatment*
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